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I .STAnDARDS for THE COVERAGE Or organ TRANSPLANT SErVlCES 

California 's  Medicaid program coversthefollowingtransplants: bone marrow 
cornea,kidneyheart and l iver.Transplantcenters m u s t  followtheprescribed 
protocolsoutlined i n  Section 1138 ( a )  of the%cia1Security Act. S t a t e  law 
mandateseach general a c u t e  carehospital t o  develop a protocolforidentifying 
potent ia l  organ and tissuedonors.Participatinghospitals m u s t  assurethatthe 
deceased individual ' s  nextof k i n  a r e  informed of a l ltheiropt ionsincluding 
theoptiontodecline.  The hospital 'sprotocol must  encouragereasonable 
discret ion and sens i t i v i ty  to  the  familycircumstances and m u s t  takeinto 
accountthe deceased ind iv idua lsre l ig iousbe l ie fs  . Finally,  t h e  hospital  is 
also required t o  notify an organ a n d  t i s sue  procurement organization of 
potential  organ donors and cooperate in the procurement of theanatomical g i f t .  
Kidney transplantcenters must meet Medicare 'srequirementsforfacil i t ies,  
conditions of par t ic ipat ion,  and conditions of coverage. Except forcornea 
t r ansp lan t s ,  a l l  organ transplantsrequirepriorauthorizationto be obtained 
from a Medi-Cal f ie ldconsul tant .  The following is a description of each 
transplantation and c r i te r ia  for  se lec t ion  o f  pat ients  and f a c i l i t i e s .  

BONE MARROW TRANSPLANT 

BoneMarrow Transplant (BM?') is covered forcertaintypes of' anemia,leukemia, 
osteopetrosis ,  immunodeficiency diseases,  lymphomas, Hodgkin'sDisease, 
neuroblastomas,geneticdiseases, and thalassemiaCriteria,forselection of 
patients and f a c i l i t i e s  a r e  as follows: 

A .  Patient Criteria:Selection 

1 .  

2. 


3 .  

4 .  

5 .  

The patient m u s t  be l e s s  thr, 5C yearsoldexcept when a syngeneic 
donor is avai lable .  

The pat ient  is one fo r  whom current medicaltherapy is not as l ike ly  
as  BMT t o  be curative or to prevent progressive disabil i ty o r  death. 

The BMT is intendedtocurethepatient of thediseasefor which BMT 
is performed. 

Afterthe BM? is performed thepatient is expected t o  have a range of 
physical and socialfunctionconsistent w i t h  a c t i v i t i e s  of dai ly  
l iv ing .  

The pat ient  does not have an additionalprogressivedisorder which 
would otherwiseseriouslyjeopardizesurvival; i . e . ,  another 
l ife-shortening or seriously disabling condition. 
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6 .  	 A medi-calapproved BM'J' center has evaluatedthepatient and has 
recommended a E". 

7 .  	 Either a syngeneic or  H L A  histocompatible s j  sibling (a l logeneic)  donor 
is availableorcurrent medical l i teraturehasestabl ishedthat  a l e s s  
favorablerelated donor matchwithout i n  vitrotreatment of the 
marrow, producesequivalentresults. Except fo r  a threelocus match 
f o r  S C I D  A u t o l o g o u s  BoneMarrow Transplant (ABMT) forselected 
h i g h  r isk cases of Acute lymphoblasticleukemia ( A L L )  a n d  Acute non 
lymphoblastic leukemia ( A N L )  , BMT procedures involving i n  v i t r o  
treatment of the donor marrow arenotcovered. Any subsequent BMT 
requirespriorauthorization by a Department medical consultant,  based 
on separate  just i f icat ion and documentationof tkle reasons for  f a i l u r e  
of tlleprevious g r a f t ( s )  and presentation ofevidencetoestablish 
thatthesubsequentgraft will be successful. 

B .  Faci l i ty  Cri ter iaSelect ion 

1 .  The f a c i l i t y  m u s t  be a ful ly  equipped ter t iaryhospi ta l  with 

a .  a major commitmerit toteaching a n d  research 

hematology/oncologyb.  	 active radiation/oncology, immunology a n d  
infectiousdiseasedepartments, and 

c. Reverse i s o l a t i o nf a c i l i t i e s :  

2 .  The f a c i l i t y  m u s t  have a successful performance record. 

3 .  	 I t  m u s t  be documented thatthere is a need for  a BKT Center i n  the 
f ac i l i t y ' s  r eg ion .  

4 .  	 The f a c i l i t y  m u s t  have appropriatepatient management p l a n s  and 
protocols,includingpatientselectioncriteria and plans for  the 
long-term management. and l ia i son  w i t h  the patient's family and 
referringphysician. 

5 .  	 Patientsselected f o r  BMT m u s t  be reviewed by an interdiscipl inary 
transplant review (o r  equivalent) committee. 

6 .  	 The f a c i l i t y  m u s t  be committed tothe performanceof a t  l e a s t  ten 
BMT's peryear and there is evidencethat: 

a .t h ef a c i l i t ys t a f f  has t h e  appropriate expertise and commitment 
for pa r t i c ipa t ion  

b. 	 t hefac i l i t y  has an ac t ivec l in ica l  organ t ransplant  program 
involvingimunosuppressivetechniques and reverseisolation and 
qualified nursing staff  trained i n  these ar'eas. 
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7 .  T ~ Cfac i l i t y  has t h e  c a p c i t y  and commitment t o  conduct a systematic 
evaluation of  c1 clinical outcome arid costs of BM?’. 

6 .  	 for bone mal row TRANSpLANTs forpersons under 21 years of age,the 
f a c i l i t y  must  have approval of California C h i l d r e n  services  and  comply 
w 1  t h  i ts  standards. 

LIVER VEh TRANSpLANT 

Livertransplantation (LT) is a Medi-Calprogram benefitforthetreatment o f  
end-stage l iver  disease.Relatedservices such asobtaining,preserving and 
transportingthehomograft,evaluation of thecandidate, and transportingthe 
candidate when medicallynecessaryarecoveredsubjecttopriorauthorization. 
Cr i te r ia  for, theselection of patients and facilities areasfollows: 

Pat ient  Select ion Cri ter ia  

1 .  	 LT is onlyavailable fat. patients in instances where currentmedical 
therapy will notpreventprogressivedisability a n d  death. 

2 .  	 Currentmedicaltherapy will notpreventprogressivedisability and  
death; 

3 .  	 Ttle patient does no t  have other majorsystem d i sease  ( e .g . ,  l ung  
hear t ,brain,  or r e n d  damage)whichwould precludesurgery or 
indicate a poor potential  for rehabi l i ta t ion and there is every 
reasonableexpectation, upon considering a l l  thecircumstances 
involvingthepatient,thatthere will be s t r i c t  adherence to  the  
long-term d i f f i c u l t  medicalregimen which is required; 

4. 	 The LT is l ikelytoprolongl i fe  for a t  l ea s t  f i ve  yea r s  and t o  
res tore  a range of physical a n d  socialfunctionsuited t o  a c t i v i t i e s  
of d a i l y  l iv ing;  

5 .  	 A Kasal procedure porticoenterostomy j s  notindicated or  has failed 
to prevent progressive vc deter iorat ion;  

6.  	 The pat ient  is not i n  an irreversibleterminalstate(moribund) a n d  on 
a l i f e  supportsystem; 

7. 	 The patient doesnot have portalveinthrombosis,cancerbacterial or 
fungal infectionoutsidethehepatobiliary system, or  activeabuse of 
alcoholorotherhepatotoxicdrugs; 

0 .  	 The u n d e r l y i n g  originalhepatic disease is notexpected t o  recur 
and/or t o  cause substant ia l  disabi l i ty  within a period of f ive  years ;  

9. 	 The p a t i e n t  doesnot have multipleUncorrectablesevere major system 
congenitalit a l  anomalies 1ies ; 

10. 	 The pat ient  has a diagnosisappropriate for LT (seesupplemental lists 
of approveddiagnoses,Attachments 3 arid 4); and 

TN NO. 88-02 2 1 198:;

Supersedes Approval Date E f : f .  Date January 1 ,  1988 




attachment 3.1-E 
P a g e  4 

11 .  

Faci l i ty  

1.  

2 .  

3 .  

4 .  

V 5 .  

6 .  

7 .  

8.  

9 .  

A f a c i l i t y  with appropriateexpertisehasevaluatedthepatient arld 
has recommended a LT &Ida f a c i l i t y  w i t h  a LT service which meetsthe 
c r i t e r i a  below hds indicatedwillingnesstoundertaketheprocedure. 

s e l e c t i o n  c r i t e r i a :  

The facility facility has availableavailable expertise i n  hepatology , gastroenterology , 
immunology, infectiousdisease,nephrology, pulmonary medicine, 
pediatricspathology, pharmacology, anesthesiology, and oncology; 

t 

The LT program s t a f f  has extensiveexperieice and expertise i n  the 

medical and surgicaltreatmentofhepaticdisease; 


transplantsurgeonstrained i n  thetechnique a t  an i n s t i t u t i o n  k i t h  ii 


well-established LT program, are  avai lable  on t h e  s t a f f ;  


The transplantation program hasadequateservicestoprovide 

specializedpsychosocial and socialsupportforpatients and famil ies ;  


Blood bank servicescapableofsupplyinglargequantities of blood on 
short  not ice  are  avai lable;  

Satisfactoryarrangementsexistfor donor procurement services;  

The i n s t i t u t i o n  is committed t o  a program of a t  l e a s t  25 LTs a year;  

The centerhas a consistent,equitable,  and practicalprotocolfor 
select ion of pat ients  ( a t  a m i n i m u m  theabovePatientSelection 
Cr i te r ia  m u s t  be met); 

, .  
The centerhasthecapacity and commitment t o  conduct a systematic 
evaluation of outcome and cost ; 

10. 	 I n  additiontohospitaladministration and  medical s t a f f  endorsement 
hospitalstaffsupport exists f o r  such h program; 

11. 	 The hospital is  licensed for rena l  d ia lys i s  and  has an ac t ive  dialysis 
service;  

12. 	 The hospital is licensedforrenaltransplantationorhas an a c t i v e  
ongoingorgantransplantation program w i t h  a t issue laboratory and 
extensive skills i n  tissuetyping and immunological techniques; 

. 13. The hospital is licensedforopen-heartsurgery c r  hasdemonstrated 
. capabili ty t o  do hemoperfusion; 

1 4 .  	 The f a c i l i t y  is a fu l lse rv icete r t ia ryhospi ta l  w i t h  s ign i f icant  
teaching r e s e a r c h  functions; and 

15. I n i t i a l  and continuingapproval of a Ll centerrequiresevidence of 

, 

is 

a 
record of success and safety w i t h  LT and tha t  t h e  program continuesto 
meet the above c r i t e r i a .  I n i t i a l  approval as  a L.T centerrequires 
performance of a t  least 12 w i t h  a one-year survival of a t  l e a s t  67 
percent. 
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HEART TRANSPLANT 

Heart t r anspor t a t ion  (HT)  i s  a medi-cal program benefitforthetreatment of  
End-stageheartdisease;coverageincludespreoperativeevaluation, HT surgery 
a n d  harvesting,preservation, and transportation of the donor hear t .  Only one 
HT evaluationperpatient may  be authorized w i t h i n  a 12month period and repeat 
ofexpensive t e s t s ,  such ascardiacCatheteriZation, performed outsidethe HT 
center ,  wi l l  not be covered unlessthe medical necessity is documented. Ail 
servicesrelated to HT requirepriorauthorization.Patient and f a c i l i t y  

Ise lec t ion  c r i te r ia  a re  as  fo l lows:  

Pat lent  Select ion Cri ter ia :  

1 .  

2. 


3 .  

4 .  

5. 


6 .  

7.  

8 .  
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The pat ient  is one for whom current medica1 therapy will notprevent 
progressive disabil i ty and death and theexpectation of survivaldoes 
n G t  exceed a few months; 

The HT is l ikelytoprolongl i fe  for a t  l ea s t  f i ve  yea r s  and t o  
res tore  a range of physical a n d  socialfunction s u i t e d  t o  a c t i v i t i e s  
of dai ly  l iving;  

The patient doesnot have other majorsystem disease  (e .g . ,  l u n g ,  
l i ve r ,  b ra in ,  or renal damage whichwould precludesurgery or 
indicate a poor potent ia l  for  rehabi l i ta t ion;  

There is reasonableexpectation, upon considering a l l  t h e  
circumstancesinvolvingtnepatient,thatthere w i l l  be s t r i c t  
adherencetothelong-termdifficult medical regimen which is 
requiredi red ; 

The pat ient  is not i n  an irreversibleterminalstate(moribund);  

The patient doesnot have any act iveinfect ion,  a recent pulmonary 
infarct,insulin-dependentdiabetes me13 i t u s ,  evidence of elevated And 
fixed pulmonary vascularresistance,or a posit ivecrossmatch between 
recipient serum and donorlymphocytes; 

The patienthas a diagnosis o f :  

a .  End-stagecongestiveheartfailure, or 

b. 	 ( I n  selectedcases)inoperablecongenitalheartdisease, or 
cardiovascular trauma, or cardiovascular tumor; e 

A f a c i l i t y  w i t h  appropriate expertise hasevaluated t h e  pat ient  and 
has recommended a HT and a HT f a c i l i t y  1s w i l l i n g  t o  performthe 
operation. 

V .  

Approval Date 
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Criteriaforapproval of a f a c i l i t y  a s  an HT center:  

1 .  	 The f a c i l i t y  must be a f u l l y  equipped ter t iaryhospi ta l  w i t h  major 
teaching and research programs arrd w i t h  a l icensed,active,large 
sca le  open heart program minimum of' 500 cardiaccatheterizationsper 
year ) ,  anestablished program of percutaneoustransvenous 
endomyocardial b i o p s y ,  and an ident i f ied,s tablesurgical  team t h a t  
hasdemonstrated low mortalityrates i n  an ac t ive  open heart  program 
involvingatleast  250 proceduresper y e a r ) ;  

I 

2 .  	 i n i t a l  and continuingapproval of a HT centerrequi resi tto  have 
significant experience with H T  and a record of acceptablesuccess and 
safety.Priortoconsideration of any application by an i n s t i t u t i o n  
to be designated ds a HT center under the medi-Cal program, there m u s t  
be submittedevidence Gf performanceof a t  l e a s t  10 peryear.Costs 
m u s t  not be significantlyhigher than those at  established H?' centers .  

3 .  	 The f a c i l i t y  m u s t  have pa t i en tse l ec t ionc r i t e r i aa tl ea s t  a s  s t r i c t  
as  those l is ted above and requestsfor Treatment Authorization 
Requests (TARS) m u s t  f i r s t  be approved by t h e  f a c i l i t y  
interdisciplinarytransplant review comit teeorequivalent  
c o m i t t e e ( s ) .  

4 .  	 The f a c i l i t y  m u s t  have adequatepatient management plans and 
protocols,includingplansforthe lofig term management of thepat ient  
and l ia i son  w i t h  ttre patient 'sreferringphysician; 

5 .  The f a c i l i t y  is committed tc  performanceof a tl e a s t  25 HTs a yearana 
there 

a .  

b. 


C.  

. * d .  

e .  

f .  

TN N O .  88-02 
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is evidence t h a t  

The comitment of thefaci l i tyincludes a11 departments and is a t  
a l l  s t a f f  l e v e l s ;  

Faci l i ty  staff has both theexpertise and the commitment for  
participationinthemedicalsurgical and otherrelevantareas 
includingcardiology,cardiovascularsurgery,anesthesiology, 
immunology, infectiousdiseases, n u r s i n g ,  neurologyneurosurgery, 
oncology particularlyforthediagnosis ancl treatment of 
lymphoproliferativedisease) and socialservices;  

Thecomponent s t a f f  teams areintegratedinto a comprehensive 
team w i t h  clearlydefinedleadership and corresponding 
responsibi l i ty;  

The f a c i l i t y  has an ac t ive  c l in i ca l  organtransplantation program 
(other  than  heart)involvingappropriate immunosuppressive 
techniques and a satisfactory record of efficacy and  sa fe ty ;  

The nursing s taff  is trained i n  t h e  special  problems of managing 
inmunosuppressed pat ients  ; 

The neurologyneurosurgery,group is avai lable  for donor select ion 
proceduresnecessary and to establish brain deaths; 

mar 2 1 1989
ApprovalDate E f f .  DateJanuary 1, 1988 



. .. 

0 .  

ATTACHMENT 3.1 -E 
page 7 

g. 	 The legaloff icer  is familiar w i t h  transplantation laws and 
regulations ions ; albd 

h .  	 There a r e  adequate logistical plans for organprocurementmeeting 
l e g a l  and e t h i c a l  c r i t e r i a ,  as well asyieldingviable  
transplantableorgans i n  reasonablenumbers 

6 .  	 The f a c i l i t y ' s  commitmefit toresearch, development and transmission of 
knowledge is such thatthere is thecapacitytoconduct a systematic 
evaluationofclinical outcome and cos ts ;  and 

7 .  	 The locationofthehospitaldoesnotduplicatetheavailability of 
the HT service i n  a g i v e n  geographicarea, b u t  ra ther ,  improves access 
t o  theservice i n  othergeographicareas. 

8 .  	 For additional HT centersto  be designated,the number ofpat ients  
needing H T  and for whom donor organsareavailable must  exceed the 
capacity of existing HT center (s ) .  

Kl kidney TRANSPLANT 

l ienhi  t ransplantation is availableforindividuals who have chronicirreversible 
renal insufficiency which limits l i f e  expectancy LO a few weeks or months. 
Cr i te r ia  for  patient and faci l i tyselect ionareasfol lows:  

PatientSelectionCriteria:  

1 .  	 The patient m u s t  be f ree  of major infections and abletowithstandthe 
operational trauma a f t e r  maximum improvement from preoperativecare. 

2 .  	 The patient must  have a re la t ively normal lower urinaryexcretory 
t r a c t  . 

3 .  	 There m u s t  be documentstlo:: t h d t  a sa t i s fac tory  donor is avai lable  who 
haspassedexamination,renalfunction t e s t s ,  and histocompatibility 
t e s t s .  

4 .  	 There must be evidenceofchronicirreversiblerenalinsufficiency 
such a s  evidence of azotemia,creatineclearance of less than 20 m l .  
per minute,findings from renalfunction tests or histocompatibility 
tests. 

Faci l i ty  Select ion Cri ter ia  

Renal TransplantCenters m u s t  be a specialized u n i t  of a hospi ta l  and be capable 
of providingacutedialysis,  rena l  transplantation, and per i tonealdialysisor  
other means f o r  removing toxicorexcessivewasteproducts from theblood. 

The hospi ta lshal l  meet thefollowingrequirements: 

1 .  	 A t  leastf i f teentransplantsshould be performedper annum t o  
demonstratecapability and high quality. 
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2 .  	 The hospi ta lshal loffer  both l i v i n g  related donor and cadaverdonor 
transplantservices. 

3 .  	 The hospital shall coordinate and  w i t h  o therfac i l i t i esprovid ingcare  
forend-stagerenaldisease afld accept  referrals  from those whichdo 
not. 

4 .  	 The hospital m u s t  operate under a writ tenhepatit iscontrol program 
incorporatingthe recommendations ofReport 33, January 1971, of the 
HepatitisSurveillance Program of th'e Center forDiseaseControl, 
PublicHealthServices,atlanta CA 30333. 

5 .  	 The hospital m u s t  also be equipped t o  directlyproviderespiratory 
therapy,angiography,nuclearmedicine, and Immunofluorescence 
s t u d i e s .  I t  m u s t  a lso have a twenty-four hour laboratorycapabili ty 
of performingthefollowingdeterminations: C . B . C . ,  B . U . N . ,  
creat inine,platelet  count, blood typ ing  and crossmatching, blood gas 
analysis ,  blood pH, e lec t ro ly tes ,  serum glucose,coagulationtests,  
spinalfluidexamination, and ur inalysls .  

cornea TrANSPLANTS 

TheMedi-Cal program coverscorneatransplants when medicallynecessary. 
Pat ientselect ion is determined by a licensedOphthalmologist and surgeon. 
Cornea transplantation can be done e i t h e r  on an inpatient c)r outpat ient  basis  
depending on theneeds of thepatientHospitals and c l i n i c s  must  meet federal  
and s ta te  l i cens ing  s tandards  Ophthalmologists and surgeons must  be licensed i n  
accordance w i t h  theirrespectivestateboards.Theirpracticesare reviewed by 
the  S ta te  Board of Medical Quality Assurance. 
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